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Sir: 

Now comes Mirco CHIODERO who deposes and states that: 

1 . I am a graduate of the Universita degli Studi di Milano (University of Milano, Italy) 
and received my Master Science in Chemistry degree in the year 1972. 

2. I am qualified as professional chemist and 

a. I am a member of the Regional Order of Chemists, registration No: 2537 of the year 
1984; 

b. I am a member of the SCI (Societa Chimica Italiana: Italian Chemical Society) with 
registration No: 14555; 

c. Since 1974 1 am cvirrently employed by the company ICMA S.r.l. in which my 
present position and title are manager of R «fe D. 

3. I have been previously consulted for the applicant's assignee, i.e., 
BIOFARMITALIA S.p.A. of Milan Italy, in the present matter and in other matters. 

4. I do receive a compensation in the form of honoraria, research funding or otherwise 
firom the assignee. 

5. I was not previously employed by the applicant and by the assignee. 

6. I am not currently employed by the assignee. 

1 



7. I am being compensated for my time in preparing the present Declaration and for 
providing my opinion with respect to the description of the cited prior art. My compensation 
does not depend on the outcome of the prosecution of the present application (U.S. Patent 
Application No. 1 0/680, 1 1 5). 

8. I have reviewed and understood the contents of the present application (U.S. 
10/680,115). 

9. I have reviewed and understood the contents of Xu (US 6,419,903); Hata (US 
4,345,032); and Borek (US 2003/0096002), which counsel for applicant informs me were cited 
by the Examiner as prior art against the claims of the present application. 

10. One or more of the claims of the present application (U.S. 10/680,1 1 5) is drawn 
to a composition that includes an oxidized starch and a cellulose. Such claims require that the 
oxidized starch and the cellulose are chemically bonded to one another. 

11. It is my understanding that the Examiner is of the opinion that the original 
specification does not describe a composition that contains an oxidized starch and a cellulose 
where the oxidized starch and cellulose are chemically bonded to one another. It is my opinion 
that one of ordinary skill in the art would readily recognize that imder the conditions of the 
Examples disclosed in the present specification that oxidized starch and cellulose would 
inherently form a chemical bond. 

12. For example. Example 1 described on pages 5-7 of the present application (U.S. 
10/680,1 15) describes heating a mixture that includes oxidized starch and 
hydroxypropylmethyl cellulose (i.e., a cellulose). Oxidized starch has acidic carboxyl groups 
(i.e., groups of formula -COOH). Cellulose has hydroxyl groups (i.e., groups of formula — 
OH). 

13. Under the conditions described in Example 1 of the present application (U.S. 
10/680,1 15), i.e., heating a mixture of oxidized starch and hydroxy Ipropylmethyl cellulose to a 
temperature of 35'^C, a transesterification (condensation) reaction takes place (with consequent 
formation and loss of water) between the hydroxyl groups (~OH) of the cellulose and the 




carboxyl groups (™COOH) of the oxidized starch. The diagram showing how an oxidized 
starch and a cellulose are chemically bonded to one another by the transesterification reaction 
is described below, the formation and loss of water having been represented by the 
symbol -H2O 




14. The esterification reaction taking place between oxidized starch and cellulose 
(e.g., hydrox5Tpropylmethyl cellulose) forms a strong chemical bond between the oxidized 
starch and the cellulose. Such a reaction is common knowledge in the field of the 
condensation of macromolecules, 

15. An esterification reaction will inherently take place between the oxidized starch 
and the hydroxypropylmethyl cellulose under the conditions described in Example 1 of the 
present specification. 

16. Therefore, the specification of the present application (U.S. 10/680,1 15) 
inherently discloses in Example 1 a composition containing an oxidized starch and a cellulose 
chemically bonded to one another (e.g., through an ester bond). 
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17. It is further my understanding that the Examiner may be of the opinion that a 
chemical bond may form between the pregelatinized starch and cellulose of Example 1 of Xu. 
It is my understanding that the Examiner is of the belief that 2£u discloses a composition 
containing chemically bonded starch and cellulose because the first three lines of column 5 of 
Xu describe heating a mixture that contains a pregelatinized starch and a cellulose. 

1 8. The first three lines of column 5 of Xu describe a mixture of pregelatinized 
starch and a cellulose. A pregelatinized starch is different from an oxidized starch. 
Pregelatinized starch is a starch that has been heated in the presence of water to allow the 
hydrogen bonding sites of the starch to engage more water. This process physically changes 
the form of the starch but does not oxidize the starch. Pregelatinized starch and oxidized starch 
are chemically different and have different reactivity with hydroxyl groups. 

19. The pregelatinized starch described in Example 1 of Xu is not oxidized starch 
and does not have the carboxyl groups (-COOH) necessary to undergo an esterification 
reaction with cellulose. Therefore, Example 1 ofXu does not disclose a composition that 
includes an oxidized starch chemically bonded to a cellulose, e.g., through an ester bond. 

20. The imdersigned petitioner declares further that all statements made herein of 
his own knowledge are true and that all statements made on information and belief are believed 
to be true; and further that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under Section 
1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of this application or any patent issuing thereon. 

2 1 . Further deponent saith not. 




Signature 
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